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20- (Amended) An eyedropper, comprising: 

a hollow cylindrical bairel comprising a first end, a second end, and an inner surface; 

a means for providing suction to draw an aqueous formulation into the hollow cylinder 
barrel, the first end of the barrel configured to receive the means for providing suction to draw 
the formulation, the barrel having a small opening at the second end configured to permit 

passage of the formulation; 

wherein the taxation emprises an aqueous solvent and a compound comprising an 
alpha 1 antagonist capable of interfering with a biochemical reaction which result, in stimulation 
of dilator muscles of a human eyes. 

21. (Amended) The eyedropper of claim 20, wherein the inner surface of the barrel 
surrounds a volume of five cubic centimeters or less. 

Please cancel Claim 2 without prejudice or disclaimer. 

REMARKS 

to the Office Acuon, Claims M and 19 are rejected under 35 U.S.C. | 1.2 , first 
p^agraph; Claims 13-15 ate rejected under 35 U.S.C. 5 1 12. second paragraph; Chums 1 2, ^ 
VL n are rejected under 35 U.S.C. § !02; and Claims 20 and 21 are rejected under 35 
USC 8103 Claimsl.l3andl6.21have^enamended ; andClai m 2r^beencancelea. 

Attached hereto is a ma*ed-up version of the changes made to the specif.cat.on and 
claims by the current amendment The Cached page is captioned ^ Bjou wit* M,^ « 
^ r*^ Made • Applicant respectfully submits that the rejections have been overcome 
or are improper in view of the amendments and for the reasons set forth below. 

,» the Office Acuon. Claims 1-6 and 19 have been rejected under 35 U.S.C. § 112. *st 

j. • j .^a^ riaiTTiQ 1 and 16 have been amended to include 
paragraph. As previously discussed, independent Claims 1 and ic na 

- r Claims 3 6 and 17-19 each depend from independent Claims 1 

the alpha 1 antagonist feature. Claims 3-b ana l / i* «=* « v 
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and 16 respectively and thus incorporate each of the features of the respective ^dependent claim 
as a matter of law. Therefore, Applicant believes that the claimed invention fully complies wrth 
35 U.S.C. § 112, first paragraph. 

Accordingly, Applicant respectfully requests that this rejection be withdrawn. 

In the Office Action, Claims 13-15 have been rejected under 35 U.S.C. § 112, second 
paragraph. As previously discussed, independent Claim 13 has been amended to recite a method 
of eye treatment. As fully supported in the Specification, the present invention, m an 
embodhnent, can be useful in treating patients who have been subjected to various types of 
refractive eye surgery. Because such surgery can increase the degree of fight scatter the 
administratiou of the formulation of the invention can modulate this effect by contractu^ the 
pupil See. Specification, page 9, lines 4-8. Claims 14 and 15 depend from Claim 13 and thus as 
a matter of alaw incorporate each of the features of newly amended and independent Clann 13. 
Therefore, Applicant believes that the claimed invention fully complies with 35 U.S.C. § 112, 
second paragraph. 

Accordingly, Applicant respectfully requests that this rejection be withdrawn. 

In the Office Action, Claims 1, 2, 5-17, and 18 are rejected under 35 U.S.C § 102 as 
being anticipated by U.S. Patent No. 4,443,441 COM* Applicant respectfully submits that 
this rejection is improper. 

Of the pending claims vrfth respect to to rejection, Oarm* 1, 7, 13, and 16 are the sole 
independent claims. Independent Claim 1 recta a method of modulating pupil dilation that 
inetodes, in part, adrrtimstermg to an eye of a patient a formulation including an alpha 1 
antagonist capable of disrupting endogenous compounds which stimrdate dilator musdes of the 
eve Independent Claim 7 recites a method for optimizing pupil diameter in dim hght by 
minimi2i ng its dilation in response to less tight. The method includes admimstering a 
therapeutically effective amount of an ah*. 1 antagonist to an eye of a person m need thereof, 
^dependent Claim 13 recites a method of eye treatment that incmdes subjecting the eye of a 
tanran patient to reftactiv. surgery; ariowg <he eye of the patient to recover, and adnwustermg 
,o the patient a Ration that includes an alpha 1 antagonist wherem tire formulation . a 
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.liquid formulation applied directly to the eye of the patient. Independent Claim 16 recites an 
ophthalxnic night vision formulation that includes, in part, a therapeutically effective amount of a 
pharmaceutically active compound that includes an alpha 1 antagonist capable of disrupting 
endogenous compounds which stimulate dilator muscles of a human eye. 

In contrast Applicant believes that Galin fails to disclose or arguably suggests a number 
of features of the claimed invention. Galin merely relates to the use of alpha adrenergic blockmg 
agents to aid in the fixation of intraocular lenses by acting as a miotic and causing miosis or 
contraction of the pupil induced by paralysis or relaxation of the dilator muscle of the rns 
without contraction of the sphincter muscle of the iris. Indeed, Galin further discloses that tins 
unique pupillary activity reduces eccentric synechia formation and lens dislocation. See, Gahn, 
column 1 , lines 6 1 -67. 

Applicant believes that the purported teachings of Galin clearly contrast the claimed 
invention. With respect to independent Claim 1, nowhere does Galin disclose or arguably 
suggest a method of rnodulating pupil dilation that includes, in part, administering to an eye of a 
patient a formulation that includes an alpha 1 antagonist. Applicant has discovered that pupn 
dilation can be modulated as such to optimize pupil diameter thereby enhancing vismn. For 
example, the pupil diameter can be optimized to dilate no more than 5 millimeters in arm hght 
and be constricted to no more than 1 millimeter in bright hght. See, Specification, page 2, hues 
21-26 Nowhere does Galin disclose or arguably suggest the modulating pupil dilation feature of 
Claim 1 let alone optimizing pupil diameter in dim light by minimizing its dilation in response 
to less light by administering a therapeutically effective amount of an alpha 1 antagonist as 
required by Claim 7 - 

Further, Applicant believes that Galin fails to disclose or arguably suggest treating a 
human eye that has been subject to refractive surgery by applying a liquid formulation directly to 
the eye subsequent to surgery wherein the formulation includes an alpha 1 antagonist. As 
previously discussed, because such refractive surgery can increase the degree of light scatter, the 
administration of the alpha 1 antagonist formulation can modulate this effect by contracting the 
pupil, thus enhancing vision. Again, Galin merely relates to the fixation of intraocular lenses. 
This is clearly deficient with respect to the eye treatment features of Claim 13. Moreover, Gahn 
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is clearly deficient with respect to the ophthalmic night vision formulation features of 
independent Claim 16. 

Based on the evident differences between Galin and the claimed invention, Applicant 
believes that Galin fails to disclose or arguably suggest a number features of the claimed 
invention. Therefore, Applicant respectfully submits that Galin fails to anticipate the claimed 
invention. 

Accordingly, Applicant respectfully requests that this rejection be withdrawn. 

In the Office Action, Claims 20 and 21 are rejected under 35 U.S.C. § 103 as being 
unpatentable over Dougherty. Applicant respectfully submits that this rejection is improper. 

Independent Claim 20 recites an eyedroppcr that includes, in part, a hollow cylindrical 
battel, a means for providing suction to draw an aqueous formulation into the barrel wherein the 
formulation includes an aqueous solvent and a compound comprising an alpha 1 antagonist 
capable of interfering with a biochemical reaction which results in stimulation of dilator muscles 
of a human eye. Claim 21 depends from Claim 20 and therefore incorporates each of. the 
features of Claim 20 as a matter of law. 

In contrast, nowhere does Dougherty disclose or suggest a number of features of the 
claimed invention. For example, Applicant believes that Dougherty fails to disclose or suggest 
me alpha 1 antagonist formulation features of the claimed invention. Dougherty merely relates 
to an eyedropper with a light source. In this regard, it places no emphasis or particularity with 
respect to the type of agents used with the eyedropper- As previously discussed, the alpha 1 
antagonist formulations of the claimed invention can be effectively utilized to enhance vision by 
optimizing pupil diameter in dim light and/or bright light. Based on the purported teachmg of 
Dougherty, Applicant believes that one skilled in the art would not be inclined to modify 
Dougherty to include the alpha 1 antagonist formulation features of the claimed invention. 
Therefore, Applicant respectfully submits that Dougherty fails to render obvious the churned 
invention. 

Accordingly, Applicant respectfully requests that this rejection be withdrawn. 
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For the foregoing reasons, Applicant respectfully requests reconsideration of the patent 
application and earnestly solicits an early allowance of same. 

Respectfully submitted, 
BELL, BOYDjgJjLOYD LLC 




Robert M- Barrett 
Reg. TSfo. 30,142 
P.O. Box 1135 
Chicago, Illinois 60690-1135 
Phone: (312) 807-4204 
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vr Bfi inN WITH MARKINGS TO SHOW CH^GESMAPE 

t n the Claims: 

Claims 1, 4, 13, and 16-21 have been amended as follows. 
1. (Amended) A method of modulating pupil dilation, comprising: 
administering to an eye of a patient a formulation comprising ««u*uuuJ ■ Inrnrtnri-* 

^ .„ ^ r i,o i antagntiist capable of disrupt^ endogenous compounds which 

stimulate dilator muscles of the eye; and 

dta*, d. Ration *> remain in contact *e eye *r a period of tin* -d ^ 
Ugtti n S conditio where to dUator would oe stimuiated in tie absence of ». 

formulation, 

4. (Amended) The method of claim *L -herein the compound characterized by j 
its ability to reduce eye redness is tetrahydrazolene. 

13. (Amended) A method of evejreatment, comprising: 
subjecting the eye of a human patient to refractive surgery; 
allowing the eye of the patient to recover; and 

admimsteringtomepatientaformulation comprised of an alpha ! antagonist wherem the 
formulation is a liquid formulation applied directly to the eye of the patient. 

16. (Amended) An ophthalmic, night vision formulation, comprising: 
a sterile aqueous carrier; and 
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. , therapeutic^, effete — of . pluxnnaceuticaUy active compos 
which stimulate dilator muscles of a human eye. 

17. (Amended) Tne ophmalrnic formulation of claim wherein *e^**o«4 
wlli iJl disrup t a ndon n nmlj uumf nnrnu mmon cum 
sadAe formulation further comprises tetrahydrazolene. 

1,. (tended) The formulation of claim 4416, wherein the alpha 1 antagonist is j 
S elec«ifrom the group consisting of aphcnoxybenzamine and a pheatolamine. 

„ (Amended) The formulation of claim WIS, wherein the alpha 1 antagonist is 
^ in a -ncentration in a range of from about 0.01 milligrams per cubic centimeter of 

„ M+1 ' mete r of solvent and wherein the solvent comprises 
solvent to about 50 milligrams per cubic centimeter ol solvent 

an ophthalmic artificial tear solution. 



20 (Amended) An eyedropper, comprising: 

a hollo, cylindrical barrel comprising a firs, end, a second end, and an inner surface; 
a means for prodding suction to draw - aoueous formulation into the ho„ow cylinder 



« tn receive the means for providing suction to draw 
barrel, the first end of the barrel configured to receive tne m ^ 

the formulation, the barrel having a small opening 
passage of the formulation; 



at the second end configured to permit 
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wherein the formulation comprises an aqueous solvent and a compound efearas*^£e4-tey 
which results in sthnuUuion of dilator muscles of a human eyes. 

21. (Amended) The eyedropper of chum 20, wherein the toner surface of the barrel 
^unds a volume of five euhie centime.** or les» «ud lh u ^ ™ 

Claim 2 has been canceled without prejudice or disclaimer. 



10 



01/29/03 WED 16:58 [TX/RX NO 86221 B01S 



